From: Wardwell, Amber <Amber.Wardwell@fda.hhs.gov> 

Sent: Monday, October 1, 2012 9:14 AM 

To: Haggerty, Megan <Megan.Haggerty@fda.hhs.gov>; Sands, Margaret M <Margaret.Sands@fda.hhs.gov> 

Cc: Emerson, Debra <Debra.Emerson@fda.hhs.gov>; Degarmo, Stacey <Stacey.Degarmo@fda.hhs.gov>; Kreiter, Philip 

<Philip.Kreiter@fda.hhs.gov> 

Subject: background on pharmacies 


Here is some background on FDA and pharmacies. We are working on getting clarification on our inspectional authority. 

http://www.fda.gov/RegulatorvInformation/Legislation/FederalFoodDrugandCosmeticActFDCAct/FDCActChapterVHGeneralAuthoritv/default.htm 

Remember our reason for going out is not to assert the firm is manufacturing unapproved new drugs and subject to GMP, or purpose is to evaluate 
their manufacturing operations to determine if it is manufactured under conditions whereby it may have become contaminated or rendered injurious 
to health [501(a)(2)(A)]. 


Reviewing section 704, we have the authority to enter and inspect, but have limited records access (See 704(b) below) 

(2) The provisions of the third sentence of 
paragraph (1) shall not apply to — 

(A) pharmacies which maintain establishments 
in conformance with any applicable 
local laws regulating the practice of pharmacy 
and medicine and which are regularly engaged 
in dispensing prescription drugs or devices, 
upon prescriptions of practitioners licensed to 
administer such drugs or devices to patients 
under the care of such practitioners in the 
course of their professional practice, and 
which do not, either through a subsidiary or 
otherwise, manufacture, prepare, propagate, 
compound, or process drugs or devices for sale 
other than in the regular course of their business 
of dispensing or selling drugs or devices 


The third sentence of 704(a)(1) is: 

In the case of any 

factory, warehouse, establishment, or consulting 

laboratory in which prescription drugs, nonprescription 

drugs intended for human use, restricted 

devices, or tobacco products are manufactured, 

processed, packed, or held, the inspection 

shall extend to all things therein (including 

records, files, papers, processes, controls, and facilities) 

bearing on whether prescription drugs, 

nonprescription drugs intended for human use, 

restricted devices, or tobacco products which 

are adulterated or misbranded within the meaning 

of this chapter, or which may not be manufactured, 

introduced into interstate commerce, 

or sold, or offered for sale by reason of any provision 

of this chapter, have been or are being 

manufactured, processed, packed, transported, 

or held in any such place, or otherwise bearing 

on violation of this chapter. 

Our authority to enter an inspect are covered under the first sentence of 704(a)(1) 

(1) For purposes of enforcement of this chapter, 
officers or employees duly designated by the 
Secretary, upon presenting appropriate credentials 
and a written notice to the owner, operator, 
or agent in charge, are authorized (A) to 
enter, at reasonable times, any factory, warehouse, 
or establishment in which food, drugs, devices, 
tobacco products, or cosmetics are manufactured, 
processed, packed, or held, for introduction 
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into interstate commerce or after such 
introduction, or to enter any vehicle being used 
to transport or hold such food, drugs, devices, 
tobacco products, or cosmetics in interstate 
commerce; and (B) to inspect, at reasonable 
times and within reasonable limits and in a reasonable 
manner, such factory, warehouse, establishment, 
or vehicle and all pertinent equipment, 
finished and unfinished materials, containers, 
and labeling therein. 
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